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• Permanently implanted pacemakers 
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• SUDs reprocessed by health care 

facilities that are NOT hospitals 
(however, enforcement may be expanded to 
cover in the future)
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• PMA
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– risk/benefit analysis
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• Sterility assurance level 
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appropriate guidance document

• Additional tests may be needed to 
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To Expedite ReviewTo Expedite Review

• In cover letter identify as a premarket
submission for reprocessed SUD.

• Consider using special and abbreviated 
510(k)s.

• Submit master files if information can be 
used in multiple submissions.

• Pre-submission meetings and 
teleconferences may be useful.
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– “Enforcement Priorities for Single-
Use Devices Reprocessed by Third 
Parties and Hospitals”
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– ”Frequently Asked Questions on 
Reuse of Single Use Devices”

www.fda.gov/cdrh/reuse/reuse-faq.shtml
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• Specific for Reprocessors

– Letter to Hospitals Re: Reprocess-
ing of Single Use Devices - 4/23/01
www.fda.gov/cdrh/reuse/042301_reuse.html
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7124.16) Section 300.500. Reuse of 
Medical Disposable Devices - 9/24/87
www.fda.gov/cdrh/comp/ cpgreuse.pdf

• Specific for Reprocessors

– Letter to Hospitals Re: Reprocess-
ing of Single Use Devices - 4/23/01
www.fda.gov/cdrh/reuse/042301_reuse.html

– Compliance Policy Guide (CPG 
7124.16) Section 300.500. Reuse of 
Medical Disposable Devices - 9/24/87
www.fda.gov/cdrh/comp/ cpgreuse.pdf

Guidance DocumentsGuidance Documents

http://www.fda.gov/cdrh/reuse/042301_reuse.html
http://www.fda.gov/cdrh/comp/cpgreuse.pdf


• Biocompatibility
– “Use of International Standard  

ISO-10993, 'Biological Evaluation 
of Medical Devices Part 1: 
Evaluation and Testing’”
www.fda.gov/cdrh/g951.html
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